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Disclaimer

The opinions expressed in this presentation and on the following slides are solely those of the presenter
and not necessarily those of Parexel International. Parexel International does not guarantee the

accuracy or reliability of the information provided herein.
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About the Speaker

Daniel graduated from the University of the Free State in 2012
with a B.Sc. degree in Computer Science and is currently a
Statistical Programming Director with over 10 years’ experience
in the CRO industry. His current role encompasses strategic
innovation and initiatives to help drive the next generation of
statistical programming and data science, with the aim of
elevating the capabilities and efficiency of programming teams
in delivering world-class quality deliverables and data-driven
insights.

Daniel is passionate about technology and process
improvement; he is keen on people development and fostering
an inclusive culture of promoting excellence by collaborating
with teams from around the world.

Daniel believes we have entered a golden age of statistical

programming and is eager to see what the next 10 years will be
like for the industry.
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The world’s most valuable
resource is no longer oil, but
data.

The Economist

Wit o

@
© 2024 Parexel International (MA) Corporation / CONFIDENTIAL pore>‘eln




The Data Revolution

We are living in an era of data abundance. Every second, an astounding amount of data is
generated across various platforms, devices, and systems. In the clinical development
industry, this includes everything from patient-reported outcomes and wearable device
data to genomic information and real-world evidence.

not in collecting data, but in effectively integrating, analyzing, and deriving actionable
insights from it. This data revolution presents both a challenge and an opportunity for the

@ However, much of this data remains untapped, its potential unexplored. The challenge lies
clinical development industry to redefine its processes and outcomes.
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The advance of technology is
based on making it fit in so that
you don’t even notice it, so it's
part of everyday life.

Bill Gates
Former CEO of Microsoft

/ "

@
© 2024 Parexel International (MA) Corporation / CONFIDENTIAL pore>‘eln




The New “Normal” in Clinical Development

Big Data and Tech Advancement Convergence

e e e

Artificial Intelligence Machine Learning Advanced Analytics

Emergence of “new” paradigms

Expanded Patient

Diversified Data Patient-Centric Data-Driven

Recruitment
Strategies

Sources Trial Designs Decisions
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Without big data analytics,
companies are blind and deaf,
wandering out onto the web like
deer on a freeway.

Geoffrey Moore
Management Consultant and
Author
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Our Journey to a Single Source of Truth

Current State

Future State

Dashboards
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22> Overview: Integrated Project Oversight
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System Validation — Not Just a Project

/-Intended usage - business
processes
*Training for end users
*User access
*Business continuity

*Risk Categorization
*Validation Planning
*Requirements Gathering

\ Operational
*Design, Build &
Configuration
*Testing Activities
*Maintenance Planning

Periodic
s Review

*Validation Reporting

*System Release
y *Regular review, based upon

system risk & criticality
*Check effectiveness of
operational controls
*Ensure validation status has
\_ been maintained

*System support P
*System monitoring & routine
maintenance
*Regular backups
Technical J
Management ~N
*Change requests
*Risk & impact assessment
*If approved, scheduled for
implementation
J

Validation Project Maintain the Validated State
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The goal is to turn data into
information, and information into
insight.

Carly Fiorina

Former CEO of Hewlett-
Packard
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Implementation of Context-Specific Dashboards (1)

Functional-Area Milestone Analysis
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Key Milestone Timeline (Single project filter required) ® # .:) %

Biostatistics Key Milest Dates
Project  Client Nai Milestone Name
Number

Study Data
Tabulation Model
(SDTM) Complete
Study Data
Tabulation Model
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Study Data

Tabulation Model
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Study Data

Tabulation Model
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Study Data

Tabulation Model
(SDTM) Complete
Study Data

Tabulation Model
(SDTM) Complete

Study Data
Tabulation Model
(SDTM) Complete

Tabulation Model
(SDTM) Complete

Tabulation Model
(SDTM) Complete

Actual Date

22-Dec-2023

08-Mar-2024

25-Jul-2024

12-Apr-2024

09-Aug-2024

29-Jan-2024

29-Jan-2024

Plan Date

31-Jan-2024

15-Mar-2024

31-Jul-2024

17-Apr-2024

13-Aug-2024

31-Jan-2024

31-Jan-2024

N

Counts m Dates

Actual vs  Actual vs
PlanDiff  Curr.Cont.

Diff
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Study Data 11-0c1-2023  13-0ct-2023 2
Tabulation Model
(SDTM) Complete
Study Data 25-Jan-2024  26-Jan-2024 1

Study Data 27-Jun-2024  28-Jun-2024

Tabulation Model

(SDTM) Complete

Study Data 28-Aug-2023 29-Aug-2023 1

Trending of Key Cycle Time Metrics

prm——
DBL to Top Line % % %

DBL to Draft TLF 21
DBL to Final TLF 35 52% 48% -26 “ 35 52% 48%

Biostatistics Key Milestones by Month
6 Months Back (Actual) and 3 Months Future (Plan)
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Implementation of Context-Specific Dashboards (2)

Industry vs Functional Trends Over Time

Avg FP to EDC Go Live = = = .Industry LSLV to DBL Final Avg LSLV to DBL

Industry FP to EDC GO Live

01

Days
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Implementation of Context-Specific Dashboards (3)

Cross-Functional Delivery Oversight

Site Activation @

Performance Ratio 177

Enrollment @
Performance Ratio 284
175 91
Monitoring ®
DDM - CRA Hours per 370
Day Estimate

329

Visits Performed this 70%
Month

Outstanding 22K
Reports

19,158 2_

Issues Quality and Risks

Site Issues Open

&

Open PD by Severity

305,624

95K

410K

®

57.

Biostatistics ®
Data Management @

SAP Final 418
107 3n
Total CRF Pages
SDT™M 177
A
TLF Final 175
Unresolved Queries 480K

121,274 358,349

Medical Writing ®

Final Protocol 736
160 576
Final CSR 156
59 97
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Implementation of Context-Specific Dashboards (4)
Participant Demographic Aggregation Reporting
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Implementation of Context-Specific Dashboards (5)

Realtime Deliverable Progression Tracking

Count of Deliverable Type by Project Number and Status 0] Deliverable Burndown Chart
@ Not Started @ In Progress @Ready For QC @ Passed QC @ Target @ In Development @ Ready For QC @ QC Finished
00 o

(]
- @
5 e
= S
£ Aug-2024 O 05
g g
= 2
()]
Q.
10
0 10 20 30 40 S0 Aug 13 Aug 15 Aug 17 Aug 19 Aug 21
O O Timeline -
= QU

19 © 2024 Parexel International (MA) Corporation / CONFIDENTIAL pore>:elm



The best way to predict the
future is to create it.

Peter Drucker (1909-2005)
Consultant and Educator
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Onward to the Future

) ) ) Continued emphasis on data integration and
advanced analytics

Embracing Al-driven study optimizations and
patient-centric design

) ) ) Strategic insights through convergence of
big data and technological growth
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The value of an idea lies in the
using of it.

Thomas Edison (1847-1931)
Inventor and Businessman
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Thank you
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